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Biopesticldes and Pollution Prevention Division 
Document Processing Desk (7504C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
Room 266A. Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 
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~ ,..Do,-v AgroSciences . . . . 

MYCOGEN BRAND BACILLUS THURINGIENSIS CRY1 F (SYNPRO)/CAY1Ac (SYNPRO) 
CONSTRUCT 281/3006 INSECTICIOAL CRYSTAL PROTEIN AS EXPRESSED IN COTTON 
EPA FILE SYMBOL NUMBER 68467-G 
APPLICATION FOR NEW REGISTRATION - SECTION 3 

Mycogen Seeds c/o Dow AgroSciences, LLC, is respectfully submitting an application for a 
Section 3 registration under FIFRA of the plant-incorporated protectant (PIP) Baciflus 
thurlngiensis var. afza.wal Cry 1 F (synpro)/ var. kurstaki Cry 1Ac (synpro) Construct 281/3006 
insect control proteins as expressed in cotton. 

This product has been bred, field tested and evaluated since 1999 under USDA, APHIS, 
authorization. An experimental use permit (EUP} application, 68467-EUP-A, submitted 
November 5, 2001, and amended November 6, 2002, is pending with the Agency. This request 
for Section 3 registration includes all progeny derived from Cry 1 F (synpro)/Cry 1Ac (synpro) 
events produced by Mycogen Seeds c/o Dow AgroSciences, LLC . 

In over 100 field testing and evaluation locations no adverse effects have been observed with 
respect to the agronomic performance or in the surrounding environment for Cry 1 F {synpro)/Cry 
1Ac (synpro). Also, in studies conducted to support product registration, no adverse effects were 
observed or documented. Data, presented here, or cited from the ear11er EUP submission, 
indicate that Cry 1 F (synpro)/Cry 1 Ac (synpro) expressed in cotton poses virtually no risk to 
human, domestic animals or wildlife health. In addition, extensive data presented here indicate 
that Cry 1F (synpro)/Cry 1Ac (synpro) pose no risk to non-target organisms of several classes. 
Based on this lnfonnation, it is our understanding that this submission will receive expedited 
review (12-14 months) as It is a reduced risk pesticide. 

We are Identifying the confidentiality classification for the studies we are submitting today as 'B', 
with the exception of Volumes 5 and 6, which are confidentiality classification 'C'. Addi1ionally, 
we are identifying the confidentiality classmcatlon of the Confidential Statement of Formula, data 
matrix and proposed labeling as 'C'. Once this submission has been approved, the label will 
revert to the confidentiality classification 'A'. 

Mycogen Seeds c/o Dow AgroSciences, LLC, intend to sell Cry 1 F (synpro)/Cry 1Ac (synpro) 
cottonseed for commercial planting during the 2004 growing season. In order to meet this 
product launch date, we need to receive Section 3 registration approval in January 2004 (14 
months from submission date). 
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Please note that the copy quality of some referenced articles, although still readable, are not up 
to Mycogen Seeds c/o Dow AgroSciences, LLC, standards, due to the age of the journal 
publication and our inability to copy from original documents. We trust that this is acceptable to 
the agency given we have done all we can to provide the best copy available. 

Two (2) Petitions for Temporary Exemption for Cry 1 F (synpro) and Cry 1 Ac (synpro) were 
submitted on November 16, 2001 (copies enclosed). Additionally, two (2) Petitions for an 
Exemption from the Requirement of a Tolerance for Cry 1 F (synpro) and Cry 1Ac (synpro), 
respectively, in cotton will be submitted in early 2003 . 

A data report on Pink Bollworm (Pectlnophora gossypiel/a) as well as a Public Interest Document 
(PIO) will be forthcoming In January 2003. 

Two (2) Petitions for Determination of Nonregulated Status. one for Cry 1 Ac (synpro) and one for 
Cry 1F (synpro), respectively, are scheduled to be submitted to USDA, APHIS, in January 2003. 
In addition, two (2) Food and Feed Safety Assessment Summaries for the same proteins are 
being prepared for submission to the FDA in March 2003. Novel Feed use and Novel Food use 
applications are being prepared for 181 quarter 2003 submission to CFlA and Health Canada, 
respectively, for Cry 1Ac (synpro) and Cry 1 F (synpro). Submissions to the Japanese authorities 
and other international authorities with follow soon thereafter. 

The phosphinothricin acetyl transferase protein, commonly known as PAT, is used in the Cry 1 F 
(synpro)/Cry 1Ac (synpro) cotton product as a selectable marker only. PAT has been exempted 
from the requirement of a tolerance on all raw agricultural commodities by the Agency on April 
11, 1997, 62, No. 70, of the Federal Register. With this submission and the previous EUP 
submission we have provided data on the in vitro digestibility of PAT as well as data to show that 
the PAT protein has no significant amino acid homology to known allergens. 

Contents of Submission 

Volume Number MAIO No. 
Volume 1 
(Administrative) 

Box 1 

Contents 
Transmittal document (this letter) 

General Summaries for Public Release (29) 

Application for Pesticide, EPA Form 8570-1 (OPP No. 202719) 
dated November 13, 2002 

Certification with Respect to Citation of Data (EPA Form 8570-34) 
dated November 13, 2002 

Baste Confidential Statement of Formula (EPA Form 8570-4) dated 
November 13, 2002 
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Volume Number MRID No. 
Volume 1 
{continued) 

Volume 2 
Box 1 

Volume$ 
Box 1 

Volume4 
Sox 1 

Volume 5, 
Box 1 

Volume 6 
Box 1 

Conten~ 

••• • 
• • 

•• • . . . . - .. 
•4 ••• . - . . . . 

Labeling entitled "Q9E/Mycogen Brand cry, F (synpro)/Cry1 Ac 
{synpro) Construct 281/3006 Cotton/Section 3 Oratt/11-13-02" (2 
pages plus Registration Notes} 

Cata Matrix: for Mycogen Brand Cry1F (synpro)/CryiAc (synpro) 
Cons1ruot 281/3006 Cotton (EPA Form 6570-35) dated 
November 13, 2002 

Dow Agro$ciences Lll.C Confidential Business Information 
Disclosure 

Complimentary copies of letters to EPA dated November 16. 2001, 
requesting Temporary Exemption from the Requirement of a 
Tolerance for Cry1 F (synpro) and Cry1Ac (synpro) Cotton. 

Molecular Characterization of Cry1 F(synpro) Transgenic Cotton Event 
281 •24•.236 

Green, s.e., et af 
Study 10: 010007.01 (GH~C 5556) 
Pages: 1-39 

October 18, 2002 
Revised November 11, 2002 
(3 copies) 

Molecular Characterizati'on of Cry1Ac(sy:opfo) Transgenic Cotton 
!::vent 3006-210-23 

Green, $,B., et al 
Study ID: 010053.01 (GH~C 5544) 
Pages: 1-57 

October 15, 2:002 
Revised November 11, 2002 
(3 copies) 

Molecular Characterlzatfoni of Cry1 F (synpro) /Cryf Ac (synpro) 
Stacked Tr~msgenic Cotton Une 281-24--236/3006-210-23 

Green, S.B. O-ctober 15, 2002 
Study ID: 010075.01 (GH-C 5537) ~,evised November 11, 2002 
Pages: 1-31 (3 copies) 

croning and Charac1erii:atron of DNA Sequences in the Insert and 
Ffanking Border Regions of B.t. Cry1 F Cotton 281-24-.236 

So·ng, P. September27, ioo2 
Study ID: GH·C 5529 
Pages; 1-41 (3 copies) 

craning and Characterizatron of DNA Sequences in the Insert and 
IFlanking Border Regions. of B.t. Ciy1 Ac 3006-210-23 

Song, P. September 18, 2002 
Study 10: GH-C 5522 
Pages: 1-28 (3 copjes) 
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Volume Number MRID No. 
Volume 7 

Box 1 

Volume 8 
Box 1 

Volume9 
Box 2 

Volume 10 
Box 2 

Volume 11 
Box 2 

Volume 12 
Box2 

Volume 13 
Box 2 

Contents 

..... . . . . . .. . -· ... . . - . ... . . . 

Expression of the Partial PAT Open Reading Frame in B.t. Cry1 F 
Cotton Event 281-24-236 

Song, P ., et al October 23, 2002 
Study ID: GH-C 5573 
Pages: 1-49 (3 copies) 

Comparison of the Putative Amino Acid Sequence of the Partial 
Phosphinothrincin Acetyltransferase (PAT) ORF In Cry1F Cotton 
Event 281-2~236 to Known Protein Allergens 

Stelman, S. J . September 27, 2002 
Study ID: GH-C 5530 
Pages: 1-817 (3 copies) 

Purification and Characterization of Cry1 Ac Oelta-Endotoxin from 
Transgenic Cotton Event 3006-210-23 

Gao, Y., et al October 30, 2002 
Study 10: GH-C 5546 
Pages: 1-38 (3 copies) 

Characterization of Phosphinothrlcin Acetyltransferase (PATI from 
Recombinant Escherichia coli and Transgenic Cotton 

Schafer, B.W., et al September 17, 2002 
Study ID: 020058 (GH-C 5514) 
Pages: 1-44 (3 copies) 

Biological Equivalency of Event 3006-210-23 Cotton- and 
Pseudomonas-Expressed Cry1Ac(synpro) 8.t. Insecticidal Crystal 
Protein 

Herman, R.A., et al October 24, 2002 
Study ID: 020069 (GH-C 5565) 
Pages: 1-37 (3 copies) 

Efficacy of Cry1 F/Cry1Ac Cotton Against a Wide Range of 
Lepidopteran Pests 

Pellow, J.W. November 11, 2002 
Study ID: GH·C 5595 
Pages: 1-100 (3 copies) 

Field Expression of Cry1F (synpro), Cry1Ac (synpro), and 
Phosphinothricin Acetyltransferase (PATI Proteins in Transgenic 
Cotton Plants, Cottonseed, and Cottonseed Processed Products; 
and Compositional Analysis of Cottonseed and Cottonseed 
Processed Products 

Phillips, A.M., et al October 14, 2002 
Study ID: 010015.02 
Pages: 1-408 (3 copies) 
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Volume Number MAID No. 
Volume 14 

Box 2 

Volume 15 
Box2 

Volume 16 
Box 2 

Volume 17 
Box 2 

Volume 18 
Box 2 

Volume 19 
Box 2 

Volume 20 
Box 3 

Contents 

. .... . . . . . . 

. . . 

Assessment of Chronic Toxicity of Diets Containing Cry1 F and 
Cry1 Ac Microbial Protein, Lyophilized Cry1 Ac Cotton Leaf Tissue 
or PSC355 Control Cotton Leaf Tissue to Collembola (Folsom/a 
candida) 

Teixeira, D. November 7, 2002 
Study ID: 021123 
Pages: 1-54 (3 copies) 

Cry1 F(synpro) ICP and Cry1Ac(synpro) ICP: Dietary Toxicity to 
Green Lacewing Larvae (Chrysoperla camea) 

Sindermann, A.B. , et al October 21 , 2002 
Study ID: 021125 
Pages: 1-36 (3 copies) 

Cry1F(synpro) ICP and Cry1Ac(synpro) ICP: Dietary Toxicity to 
Parasitic Hymenoptera (Nasonia vitripennis) 

Slndermann, A.B .• et al October 21 , 2002 
Study ID: 021126 
Pages: 1-25 (3 copies) 

Cry1 F (synpro) and Cry1Ac (synpro) Insecticidal Crystal Proteins: An 
Acute Toxicity Study with the Daphnid, Daphnia Magna Straus 

Manno, T.A., et al October 29, 2002 
Study ID: 021112 
Pages: 1-32 (3 copies) 

Fish Food Containing 10% Cotton Meal Prepared from Cotton Seed 
Expressing B.t. Cry1F and Cry1Ac Proteins: An 8-Day Dietary 
Toxicity Study with the Rainbow Trout, Oncorhynchus mykiss 
Walbaum 

Marino, T.A., et al November 8, 2002 
Study ID: 021123 
Pages: 1-33 (3 copies) 

Cotton Meal Prepared from Seeds Expressing Cry1 F(Synpro) and 
Cry1 Ac(synpro) Insecticidal Crystal Proteins: Avian Acute Dietary 
Test with the Northern Bobwhite 

Gallagher, S.P., et al. November a, 2002 
Study 10: 021281 
Pages: 1-43 (3 copies) 

Product Durability Plan for Cotton Expressing Cry1 F and Cry1 Ac 
Insecticidal Crystal Proteins from Baell/us thuringiensis 

Storer, N.P. November 13, 2002 
Study 10: GH·C 5581 
Pages: 1-273 (3 copies) 
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VoJume Number MRIO No. 
Volume 21 

Box 3 

Volume 22 
Box 3 

Volume 23 
Box 3 

Volume 24 
Box 3 

Volume 25 
Box3 

Volume 26 
Box3 

Volume27 
Box3 

... . . . . . 
. . . . . 

... ..... . . . . . . 
Contents 
In Vitro Simulated Gastric Fluid Digestibility Study of Recombinant 

Phosphinothricin Acetyltransf erase (PAT) 
Korjagin, V.A., et al October 29, 2002 
Study 10: 020107 
Pages: 1-47 (3 copies) 

Investigations into High-Dose Expression of Cry1 F and Cry1 Ac 
Proteins Against the Tobacco Budworm in St Cotton Line MXB-13 

Blanco, C., et al. November 5, 2002 
Study 10: GH-C 5580 
Pages: 1-58 (3 copies) 

Investigations into the Dose of Cry1Ac and Cry1F Proteins in Bt 
Cotton Line MXS-13 Against Bottworm 

Storer, N.P., et al November 7, 2002 
Study ID: GH·C 5579 
Pages: 1-33 (3 copies) 

2002 Field Survey to Evaluate Effects on Non-target Beneficial 
Arthropods of Cry1 F/Cry1 Ac Bt Cotton MXB-13 

Mahill, J.F., et al November 11, 2002 
Study ID: GHC-5578 
Pages: 1-58 (3 copies) 

Ecological Risk of Cotton Expressing Cry1 F and Cry1 Ac Insecticidal 
Crystalline Proteins to Non-target, Beneficial, and Endangered 
Insects 

Wolt, J.D. November 5, 2002 
Study 10: GH-C 5569 
Pages: 1-57 (3 copies) 

Independent Laboratory Validation of Method GRM 02.12, 
"Detemiination of Cry1 F Insecticidal Crystal Protein in Cotton 
Tissues by Enzyme Linked lmmunosorbent Assay• 

Shan, G. October 10, 2002 
Study ID: 8S02-02 (GH-C 5559) 
Pages: 1-46 (3 copies) 

Independent Laboratory Validation of Method GRM 02.11, 
"Detemiination of Cry1Ac Insecticidal Crystal Protein in Cotton 
Tissues by Enzyme Linked lmmunosorbent Assay• 

Shan, G. October 9, 2002 
Study ID: 8S02·01 (GH-C 5558) 
Pages: 1-54 (3 copies) 
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Volume Number MRID No. 
Volume 28 

Box 3 

Volume 29 
Box 3 

Contents 

• • (IO - • .. . .. . .. 
• . ... .. . .. . ., 

Development and Characterization of Enzyme Linked-lmmunosorbent 
Assay (ELISA) for the Detection of Cry1 F Protein 

Shan, G. May 28, 2002 
Study 10: S017020000 (GH-C 5450) 
Pages: 1-36 (3 copies) 

Development and Characterization of Enzyme Linked-lmmunosorbent 
Assay (ELISA) for the Detection of Cry1Ac Protein 

Shan, G. October a, 2002 
Study ID: GH-C 5551 
Pages: 1-44 (3 copies) 

Mycogen Seeds c/o Dow AgroSciences, LLC, appreciate your attention to our regulatory efforts. 
Please do not hesitate to contact me, Irene Gatti, at 317-337-4331, or Jill Achor, at 317-337-
4660, with any questions regarding lhfs submission. 

Regards, 
I 

I 
~•- ' fl,~ 

lr~~aiti.~, 
Regulatory Affairs Manager 
Regulatory Success, Americas 

IG/jea 

Enclosures 
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United Stales 

Environmental Protection Agency 
Washll'lgton, DC 20,eo 

Applicatior o f esticid 

§ Registration 
Amendment 
Other 

Sectio I 

OPP Identifier Number 

i I i 1p 
.. 26579 -

t. Company/?roduc1 Number 

Mycogcn Seeds/68467 -6/ 
4. Company/Product (Name) 

2. EPA Product Manager 

Leonard CoJe 
3. P1oposad C!usi1Icatlon 

~ Nona D Rutr ctod 

Mw,noen Br.tnd CrvlF f.•v11nrnV CrvlAc (avnr,m) Coastrucl 28Jf.J()()6 Corton 

5 Nam• and Address of Apphcant (/ni;/ude ZIP Code) 

Mycog.,n Seeds 
c/o Dow AgroSaeneas LLC 
9330 ZionsYllle Road 
lndi311apob. IN 46268 

□ CflQck If this Is a 11ew addrQ,s 

- Amendment• Explain be low. -l. i:huubmission in response 10 Agency lener elated 

LJ Notiflcauon - Exp!a.ln below. 

6 . Expedited Review , In accordance wlth FJFRA Section 3(c)(3) 

(b)(i), my product is aimOar or identical tn Composition and labeling 
to : 

EPA Reg . No. 

Product Name 

..., d ion • II 
□ Final printed labels in response to 

Agency letter dated - ------- ------• 
'Me Too· Applica tion. 

Olh•r· Exptarn below. 

Explanahon: Use additional :,age!&) 11 necessary. (For Sacuon I and Section II ) 

Rt!quest for registration (68467-0) for full commercial use in cotton. 

1 • 'ial Tht C ~lll 

Chlld-Rn1stant Packaging ov .. -
[]No 

a a • I • 

~ ckaging 

Yu -~ No 

II 'Yu· No. per 

Section - Ill 

!tr Soluble P110k•91ng - Yts --x: ~o 

2. Type ot Container 

Malal 
Plastic 
Gins 
Paper 

Unit Packaging wgt. container 
II 'Yes· 
Package wgt 

No. pee 
container Other (Spocily) Plant cells 

3. Location of Nel Contents lnlormation 

D L1b1l D Comalner 

6 . .ldannar In Whiel\ Label I• Atli11d to Product 

4 Slze(sJ Retal container 

-­... Uthograpll 
Paper~U4Ml - .. 

I 

Section - IV 

5 l~n 01 Lua1 Directions 
n Label 
n Labeling accompanying producl 

~ Other Sewn or glued onto seed bag 

1. Contact Point /Complete ,tams directly b•low /or JdentJ!ieat1on of Individual 10 17• contacted. If noc.,,ary, lo procus this ap?,/lc;rtlon] 

Nam, TIU• Telephone No, (lnclu4•A"rea todt) 

lrcoe Gatti Regul.alory Manager 3l'H5!-f331 
-Certification ••••• 

I cer111y thal th• statement, I have made on thi1 form and all allachments thereto 111 true. accurate and comp1-,t1,• 
I acknowledge ~11 any knowing lalae or misleading statement may be punishable by line or Imprisonmen1 or 
both under appfla'abl1 law •:::. • 

2. Signature ~ ) 

~ i,,_,,_.. .. ,...,.L~•:::::->---.r------ ) 

3. 'TIU• 

ReguJacory Manager 

4. Typect Nama -----~---- !i . Date 

Irene Gatti November 13. 2002 
I 

EPA Form 85 7 0·1 (Rev. 8•94) Prt\llous ed1t1on• a,a obtolete White • EPA File Copy (Ofl!Jln■ I) 

• 

B ,111f"17P11catlon 

~•c•J1•d 
• .hi~mped) 

• 
••• • • •••• 
••• • • ••• 

Yellow • Applicant Copy 
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...... ~ ....... UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~ 401 M Street,S.W . 
WAS H INGTON . D .C . ?0460 

Paptn rerk Red11 ctln Act Notice: The public re;,orr in1 l>urdcn for thla collecllon of inror11alioa is utunaced to anr.gc I .l> ~ouu per rupouc for regutratioa 
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1)<, not snd 1bc com pitted form to tbu address. 

Certification with R espect to Citarion of Data 

.\pphcaal's/Regi,trut's Name, Address, and Telcpllou Ii umber EPA ReciHrtt!Gn J!um bet/File Symbol 

Mycogen Seeds c/o Dow Agr0Sc1enccs LLC.9330 Zionsville Rd., lndiananolis In 46268 68467-&3 

Actn·e {ngredicnt aorJ/o r representative 1e11 tompouod(sl Date 
8.r Cry IF' (synpro) and Cry IAc(synpro) and die genetic materiill nc:ce,$11.1)' for i~ production in cotton November 13, 2002 
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~NlAc (synpro) Construct 281/3006 Conan 

NOTE!: I( your prod■cl is a !00~ repnchgiDJ of a■ otbcr puchi1ed E P-\•reglsiered prod■ca lalieled !or di the same"" on your label, you do not need to 
Jubm II tbil lo rm. You mu it su b111111•e Fo1m uluor I E rem ~•ion S tutm enl (EPA Fllrll &>70-211. 

be used for 1h11 porpo1e). 
• I am 1espo1diai 10 t Data-Call-In Notice. and !ta~e 1ncluded WJ1 h 11111 form 11ist of compn1es Hit offers of c,impusrnna llhe Dau ~lnuix ro rm 1huld 

Sl!CTION I: METHOD o~· DAT A SUPl'O.RT iOtck one method onlyJ 

□ 
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1:81 
I am us1n1 lhe 1clHIIYe method of ~uppoc11• r cneeill opdon 
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u1ed) •••••• -
SECT ION 11: GESS UL OFF F. R TO PAY •••• • • • • • - - . 

[Req uircd if uiag tbc cite-all m ethd or ,.. hca usrag cbc dtt•tll opt1oa an dcr 11'c 1ele,11Te m etllod 10 u1otfy one or 111 ~re d •~ . ~ .,,m tats ]:••••• . . 
□ 

•• • •• I hereby offer and a1 rec 10 p17 com pcosanon, to 01 hcr perfou. with regard to t~e approval -nf th ts app heat 1011, to cbe :: I.Cl' rcq uircd ~X !!~Rt.\ 
• • ••••• • 
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11111)• un11hr product, or ou or zaorc of lbe 1a1rcdieftll in 1•i1 product: 1nd (2) 1s 1 type of dQII tht wo11ld be requ11ed to ,e nbroittcd 1nder t~c data 

requ 1ren1 en ts in eUect on Cht due of 1ppra va r of 1h is tpphcauoa 1l tic ,pphc auo, snclit u,e ia1ml 1e:1stn1100 of a p1oducc o( 1dca1ical or iim ilar com 11osi1ion aad 
~ scs . 

I cutift Lllat ror cacb exclu1~e un study cited 111 support 11{ 1h1S re,islluloa or rereg1m11ion.1htl I u1 the or1i1u l dua sabmhter or chi J .hne obtuaed 
tbe wduen perm uscoa or the orig111I data sub 111 ittcr to cue thL s11dy 

I certify that for eacll m1d7 cited 111 &uppo11 or thi1 reiuuttion or rerc;ismlion 1h1 is 001 ao excluJtve use study. cilbcr: ltl I am 1•c ori111al data 
nbm111er; (bl I bave obuhed tbc perm1uion or the oneioal ht• tubnstttcr 10 use tbc 1tudy 1n swpport of tbla •nliudoa; (cl .ill periods or dJgibility for 
co11 penntton hue npued tor tbe study: (d} the Jtudy as la 1.lte pablic ll1enture: 01 (e) I havt 1101if1cd ill III rhui 1he company thl I ub11 nted lite st■dy and have 
ofk rcd fl) ta pay c:0rnpensuion 10 lhe ell.tent re~uircd br ,ee1ion1 l(c)(l )(F) .. dtor 3(c)(21(B) ol FIFRA; ud (u) 10 ~01St£:1e1cc negouatioas 10 dctermnc the 
1mou11111d te rm.& of com p_cu11ior11, if uy, to be paid for the uie ol the uudy. 

I cenily tbal ID ill instuces where Hoffer of c:0111 peanhoD tS rcituired, copcei of 111 offeu 10 p1y compenntlon and e,ldeoce o( 1hi1 dehvery 1111 

•ccorducc wilb sec1io1s l{c)ll)(F) aadlor ]{c)(l)(lll <>f FIFRA arc av11hl>le in d will be 111bmmcd 10 1~e A1ency upon rcq■est. Should I r,il to produce sucb 
evldencc lo the Asencr upo n req 1es1, I ndtutu,J tha t th Agency 11117 rnh111e 1cuon to dc.07, cncel or 1uspe1d 1he re3lt1111ion of my prod1c11n co■fonatly witb 
FIFRA. 

I etrtlfy tha t lb1 ,tttemnts I ane unde on til ls term 111d 1ll 11uch ■uu 11 ii ue tne, uur11e, and co mplete. I a ek■ owlrdct t~a l uy 
kaowingly false or misleading s tatu11 ut may lie p111 iJhll le by rine or lmpriu amtnl or both u■der tppllcab le l1vr . 

-
Signa1, re ;l_~. /IJ~ 

Date Typed or Printed Nt11c lftd Tltlc 

- / November n. 2002 Irene Gatti, Reirulatory Manru!er 
:!P A Form 8570-H ,,.
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illlormaUon ""ludtng suggestions for 1aduci11g lhe burden 10· Otreclor. OPPE lnto1m111on Management OMston (2137) US Env/ronmenlal P1oltclion Agency ◄ 01 M Strut, S W., Washing/on, OC 20460 Oo not 
sand Ill• form lo this addreu. 

DATA MATRIX 

0
• •• November 13, 2002 EPA Reg No /Fite Symbol 68467·G I Page 1 of 13 

Appllcanl'sJR1gl1tr1n1'1 N,111, l AddrusMycogen Seed, c/o Oow AgroScicnc.c~ LLC Product Mycogen Brand Cry IF (synpro)/Cry I Ac (synpro) Conslrucl 
9330 Zionsville Road, Indianapolis. In 46268 281/3006 Cotton 

In gradient B.t. Cry IP (synpro) and Cry I Ac(synpro) and the genetic mate, ial ncccl.sa1 y lot it<. 1mxluction m cnlton 

Guldellne Rtlarence Number Ouidallna Sludy tfame MRIO Number Submitter Stllus Not, 

8 iolo~cal &iuivalem:y or Collon Cfa·cnt 3006)- a11c.J 155.f2)0 J (>8467 own 

Pseudomonas-cxpre~sec.l Cry IAC 13 t. 

Della-En<lotoxin 

Characte1i,.ation or Cry I Ac(synn,o) Dclta-cnc.lotoxin 15542306 i(,&467 ~,wn 

Derivet.l rro111 Pscudomonas Huorcsccns and 

Transgenic Collon 

Cry I Ac-(Synpm) Mic,ohial r roccln: Acute Urul -l55423 I 3 684(17 own 

Toxicity Study in Cf> I Mice 

Microhinl 8J. Cryff((ull lct1glh) Odla Ent.lomxin: .J.5542307 168467 own 

Cotton-11\Sccl Pest Susccp11bili ty Study . -. • • 
In Vitro Simulatei.l Go.stric Fluid Div.cslihtli ly Stuch•: • 1\5'\:31~: (,8,167 own 

. - • 
of Microbiall}' Derived Cry I Ac(~~•npm) • • •••• 

Cry IF (synpro) Della Endo1oxi11 uud Cr}'lAc (~ np,o) 1.\SU3J 5 ... C}lM,67 own 

• • • 
. • • 

Della Endotoxin: A Dietary Toxicity S?ull',- t,'itt, • • • • • • . • . • . 
• • • • . 

• • 
11 lhe Ladybird Beede 

Signature t_/e .. _, ~ ~ Name and T 1lla Oat• 

~ G?9 - Irene G ti, Regulatoty Manager JJ -13-02 
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lngredlanl B.t. Cry IF (synpro) and Cry I Ac(synpro) and the genl'.tic material necessary for ii!> rm)(Juclion in couon 

Guldtllna Rtl11eno Numbe, Guideline Study tlame IARIO tlumtier Sub,nilter Status Hole 

Microbial B.t. Cry I Ac(synpro) Dehu Endotoxin: 155,12308 68467 own 

Conon•lnsec1-Pcs1 Suscep1ib1hly Stut.ly 

Molecular Characleritation of Cry I Ac (synpm) -t56C>7903 68467 own 

Trano;~enic Collon 1.!vcn1s 3006-48-81 aml 

3006-210-23 Interim Report 

r111crmolnhilily of Cry IAC(synprn} Ocha EndoloJCin ~5542321 68-167 own 

FieltJ Expression of Cry If, (synpao), Cry I Ac ~55-12322 M467 iown 

(synpro}, and Phosflhi1101hrkin Acc1yllram,lcrasc 

(PAT) Proteins in Transl,(enic Cotton l'lnnt~. 

Cottonseed, and Collonsecd Processed . - .... -
• • • 

Products - Inlt.!ri111 Repon • •• •• • • • • . •• . • • •••• Product Charnc1eriia1ion Data lor Uacillus 15607!.lUJ (,!M67 )Wll 

thoringicnsis var. kurstaki Cry I Ac(sy 11111,o) • •• ••• . ... .. . 
• • • . . . • • 

lnsecl Co111ml Protein as Expressed itt<'!,ut111! 
. • • • ! • • • • • • • • • • 

I Thcnnolahility of Cry I f (synpro) IJelta-f.m.lotoxin 45542320 6~467 lown 

Signature I')~J , ~ ~ . Name and Tittt 0111 

11- - ' lrcne · ui, Regulatory Manager 11-13 02 
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Paperworl Rtductton Act Notice . The public raporllng burden 101 this collectlon of inlornufion fs u11maled lo average (U5 11011,s par response lor reglstrallon ,cllv11,es and 0.25 /lou,s pu response fol 
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inlormalion, Including euggeshons for reducing lhe burden to Dlreclor, OPPE Information t.hnagemenl Division (ll371, US Environmental Proleclion 4aency. ◄ 01 M Slreal, SW, Washlnglon. OC 20460 Do not 
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Guideline Ralarence Numbef Guideline Sludy Name I.IHID Nunber Submllter Slalus Nolt 

Biolop,icaJ cauivalency ol Collon (b•ent 28 1-2,f-236} 15542303 ~8467 own 

- and Pseudomonas-e.xpressccJ Cn• IF 8 .t. 

Delta-E11do1oxin 

Producl Characleti7_ation Oata for Bacillus 45607<)()2 68467 own 

thuringicnsis var. aizawai Cry I F(sy1mro) 

Insect Control Protein as F.xnresscd in Collon 

Charac1criia1ion of Cry IF Protein Derhcd from 45542305 68467 own 

Pseudomonas Auores<."Cns and Truns~cni<. Collon 

Characteri1.alion of DNA ln.~crtcd imu T1 ansgcnic ·155,12301 6K..t67 own 

CrvlFCollon Event 281-24 2.36- lntcrim Rcpo .. t. • . . -.. . • • 
Cry Ir Microbial Protein (FL): Aculc 0ml ••• ,,14n i.:t 68467 • • own 

• 
Toxicity S1udy in CD- I Mice 

• • ••• 

Ot:~rac.Jaluin of Microbii,I B.t. Cry I J· ( fun lcngM1) ~5~1117 ••• n&~67 ~wn 
• • . ; . " • • • • 

~ Dcha-Endotoxin in a Reprcsentntive (l,t~n!i(GI • • ~ • • • • - -
I - • • . . 

Amended Reoorl 

Slgnaturt J1N•·~ Heme and flflt Dalt 

~ lrcne iitli, Regulalory Manager I J-13-02 
EPA f1111n 8570•15 r11.1ni ~·'"··- riOnd Paper versions avallab 11111 only Paper nrslon Agency Internal Ust Copy 
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~✓ 401 M Street. S.W. 
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Paperwork Reducflon .I.ct Nolice: The public 11po1lln11 burden lor lhls coUecUon ol lnlormation Is esltmaled lo ave1119e 0.25 hours per response tor reglshalion aclMlles and 0.25 hours par ,esponse tor 
reregistration and special review aclivlhas, including lime lo, reading the lnslruclions and completmg the necessary lorm, Send commenls regarding the burden eslima11 or any other aspeel ol lhls collectfon of 
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DATA MATRIX 

0••• November 13, 2002 EPA Reg No./Flle Symbol 68467-G I Page 4 of 13 

Appllcanl's/Reglstrant's Name & Add1ess Mycogen Seeds c/o Dow AgroSdences LLC Product Mycogcn Brand Cry IF {synpro)/CrylAc (synpro) Constmct 
9330 Zionsville Road, Indianapolis, In 46268 281/30()6 Collon 

Ingredient B.t. Cry IF {synpro) and Cry I Ac(synpro) and 1hc gcnelic lllatcrial m:~essary lur its 1mxluction in cot1nn 

GuldeUn• Relerenc, Humber Guideline Study Name MAIO Humbe, Subm1Uer Status Note 

In Viiro Simulalcd Gaslric Fluid DigcMibilily 155,12118 K,8467 own 

Study of Microl>ially Derived Cry I F(synpro) 

IComoarison of the Amino Acid Sequence of 1he 145542310 68467 own 

Bacillus thurin~iensis var. kurs1aki Cry I AC(!>ynpru) 

Insect Control Pro1cio as Expressed in Collon 

10 Known Protein Allergens 

Microbial Cry IF Oeha-Enduto,:in, Microbial ~5542316 68467 own 

CryAC Dclla-F-nclotuxin Pollen Ex11rcssing 

Cry IF Della-Endoloxin, and Pollen 

Exprcssin~ Cry I AC Dcl1a-Em.lo1oxin: 

• 
. ; . .. • • Evaluation of Dielary Exr,osure on l1011ey 0cc ••• •• • . - . . 

• • • • • 
Development • • • ••• 

CrylF {Synpro) Microhial Protein+ ... . 15542114 l6K467 l<>wn 
• • • • • 

. . 
Cry lAc-(Synpro) Microhial Protein; A~utcl Ji:tl • • • • • • • • • • . . . 

• 
. . . • •• •• •• 

I • • • • Toxicity Study in CO- I Mice 

Signature .JIµ,,,., Name and Tille 011, 

----. Irene Galli, Rciulatory Manaier Jl -13-02 
EPA ~ -Jr;, 19-97) Etacllonlc and Pe arslons avallab mll only Paper version. - Agency Internal use Copy 
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Paperwork R,ducllon Act Notice: Th• publlc ,eportlllg burden lo, 1h11 colltthon ol lnform111on is eslimaled to average 0.2S hours per ruponi:e lot reglslralton activities ud 0.25 hours par response lor 
rer1gls111Uon and sp1c11t 11vlew acllvlllu, fncludlng lime for rnllln9 Iha lns11uc11011s end completing 1111 ntc!SSal)' lor111s. Sud commenls regarding 1h11 burden estimate or any olher aspecl ot this colleetlon of 
lnlo1n1allon, lntludlng suggutlons tor reducing lhe burden to: Director, OPPE Inform atlon P,hngem ent DIYlslon (2137), U.S Envl,onm enlal P,01eclio11 A91ncy, ♦01 M s1r .. ,. S .W ., W aabinglon, DC 20◄60 Oo not 
und 1111 form lo this addrus, 

DATA MATRIX 

0 ••• November 13, 2002 EPA Reg No.lFHe Symbol 68467-G I Page 5 of 13 
Appllcanl's/R1gls1rant's Name & Addrtu Myc<,gen Seeds c/o Dow AgroSdcntes J.LC Product 

9330 Zionsville Road, Indianapolis, In 46268 Mycogcn Brand Cry IF (synpro)/Cry I Ac (synprn) Construe& 
281/3006 Couon 

lng,ad,e~I B.1. Cry IF (synpro) and Cry I Ac(synpro) and lhc gem:1ic material nccc~sary for ifs rmxluction in ~011011 

Guldallne R1l11enc1 Numbe, Guideline Sludy Nam, IA RID Number Submiller Stalus Nole 

Molecul11r Chanx:Leriz.aliun of Cry I F(synpro} 15542)02 6&.-167 own 

/Cry I AC(synpro) Stacke<l Transgenic Collon 

Events 281-24 236/3006 48-81 and 

281-24-236/3006-2I0-23 • Jntclim Renort 

Comparison of the Amiuo Acid Sc(111cnte ol the 15542309 68467 own 

Bacillus thurini?icnsis var. kurs1u._, Cry I Ac(synpro) 

Insect Control Protein as Eitpres~cd in Collon 

10 Known Protein Allergens 

-..:omptlrison of the Amino Acid Sequence of the 455·121 11 68467 own 

phosphinothricin ncctyltransforase {PAT) Protein as . • • •• 
Expressed in Cocton 10 Known Pmtein Allergens :.: • • •• • 

• j • • • 
Cry Ii: (synpro) Delta Endotoxin ancl Cry I Ac (sy11p1t') µ5,8()1f,H . ~8467 own 

Dehn Endotoxin: Acute Toxkily to the Eru1J1wo1 rn 
• • • . - --· .... "' .. • • • in an Artificial Soil Subsfance • • • • ·- • • • • . . . .. -. . • • • • •• • • •• • • "" • • • 

~ 

Slgn1lutt 

C-/f ~uo 
Nam e and TIiie Dalt 

----- lrcne Gatti, Regula1ory ManaJ?er 11- 13-02 
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DATA MATRIX 

011• November 13, 2002 EPA Reg tlo .1 FUe Symbol 68467-G I Page 6 of 13 
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9330 Zionsville Road, Indianapolis, In 46268 Mycogen Drand Cry IF (synpro)/Cry I Ac (synpro) Construct 
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Ingredient 8 .1. Cry IF (synpm) and Cry l Ac(synpro) anti the genetic 111atc1iul nccci.~m y for its 1l10Juc1inn in co11011 

Ouldellne Relertnc , Num ber Guldehne Study Name l.tR IO llumbe1 Submiller Slalut Nole 

Product DurahililY Plan for Trnns2cnic Couon 15542323 68467 own 

fa pressing the Cry I f'(synpro), Cry I /\c(synpm), anti 

Cry lf.tCrY IAc stack Insecticidal Crvslnlline 

Protein~ rrom Uacillus thuringicnsis var. ain1wui 

strainPS!! 11 and Hacillus lhUJ i11~ic11s1li suh!>pcuc~ 

kurs1aki strain 11073, resoectivcly, Ouring the 

fuoerimenlal Use PeriotJi. 

Field Erlit.:ocy of Cry I F(synrwo). Cry I Ac(synpro), 1554232.J 68'167 t>wn 

and CrylF+C'rylAc st:tck lns1.-ct ic.:id,1l C,ysl~1llinc 

Proteins from Bacillus thurin~icnsis var. ai,.awoi .. • ••• 
strain PSS I I and Bacillus lhuringicnsis subspcdc; • • • •• • 

• • • y -• kurstaki strain [1073 CoUon Events Against • • • ••• 
Tohacco -

• • • lti'i5~0I --· ... 
Degradation of Collon-Produced B.1. cr;.rAc.:(b~m.,> • 6~67 • own . . . . • •• • • •• I and Cry I F(synp10) in Representative C<~ton ~tJI I • . • • 

S1gn1tur1 d -~ tlame and TIiie Delt 

ln:nc Gatti, Regulatory Manager 11 -13-02 
EPA FOICl[.ll!!lt0;,85 19-971 Electronic •~•r unions anllabl It only PaJor version Agency Internal Use Copy 
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Paperwork Reduction Act Hollce: The publlc reporting burden for this coll,cllon or lnlorm111on Is estimated lo 1nrage O 25 hours per response for 11glstr,1lon activities and 0.25 hou11 per ruponse for 
1e11glsl11tlon and speclal rnlew actMlles, Including time lor reading the lnstrucoons and compleling the ~ecassa ry torms Send comments regarding Iha burden ulimale or any other aspect ol this eoll, clion or 
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9330 Zionsville Road, Indianapolis, l11 46268 Mycogen Brand Cry IF (synpro)/Cry I Ac (synpro) Construct 

281/3006 Collon 

Ingredient B.t. Cryl r (synpro} n1\<l Cry I Ac(synpro) and the Rcnctic ma1c1 ial m."Cessu,y lor ih 111lxlu.:1ion III collon 

Guidt lin• R1tuence Num ber Guklellne Study Name UlllD tlurnb81 Submiller Status Note 

LateraJ Flow Test Kit Method Vt1li<lution for the 15675901 68467 own 

Detoction oflhe CrvlF(svnoro) Protein in 

Cotton Seed 

Lateral Flow Test Ki t Ml!tho<l Validation for the 45675902 68467 own 

Dc1cc1ion or the Crv I Ac(synr,ro) Ptotcin in 

Collon Seo<l 

Molecular Chnracterization of Cry I Ac (svnpro) suhmittcc.J today 68467 )W O 

(svnoro) Transf,{cnic Collon EvenlS 

3006 21 0-23 

Charncteriz.ation of Phosohinolhricin • subn.iu,.11 ioctnv 61(467 own 
-.,- ., ., 

Acetyltransferase {PAT) from Recombinant •• •• • ! • • • •• 
• • • ••• 

Escherichia coli and Transgenic Colton 

Cloning an<l Charactcrizution ol DNA Sa 111.tnces ,ubntNt.:d llkb)' 6~67 own 
• • • •• • 

-.,-

• • in the Insert and Flank in.it Border Re11.iZin$ ot ! •• • . . • • . • -- - -

j 
., . • • • • 

D.t. Crv l Ac 3006-210-23 

Slgn1lur1 Mame and TIiie Oat, .PJ,1 I,, ----- lrcnc " tJ , Rcl!Ul111ory Mana!ler 11-13-02 
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DATA MATRIX 
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Product 
l\lycogen Bram.I Cry IF (synpro)/Cry I Ac (synpro) Construct 

281/)006 Collon 

lngredienl B.t. Cry IF (synpro) and Cry I Ac(synpro) an<l lhc gcnclic materinl necessary for its rrodudiun in coll on 

Guldellne Ael11enct Number (iuldellne S ludy Name MRID t4um11e1 

Clonin~ and ChnractetiLation or DNA Sc<1uence11 suhmillcd today 

in the Insert and Rankin!? Border Regions of 

B.t. CrylfCotton 281 -24 236 

Comparison of the Putative Amino Acid Sequence suh111i11cd toJny 

ol the Pwtial Phusnhirmthnncm AretylllunsforfJ.!.c 

(PAT) ORF In Crvl FCouon Event 

281 -24-236 lo Known Prolein Alli.:111.cns 

Purification anti O1aracteriLatoin of ('ry I Ac , uhmilled t1><.lav 

Della-Endotox._in from Tr ons1?.enic Collon 

1..i.vcnl 3006 210-23 • • •••• 
••• •• • 

Diulugical &!uivalcncv of Event 3006-210-23 Co1tt111: ~ahrt1 it11.'\l!tuday 
• • •••• 

aod PscurJomuna.~-F..xnressetl Cry IAc(synpm) 

B.l. Insecticidal Crystal Protein ••: • •. _ •• •!• ••• . . . . . . 
!Cry I f(synprn) ICP and C'rv I Ac(svnorot J(;P•D1ct1'u ,: ~ hu~ijctf t~ .. . 

T1,idd1v 10 Green LaccwinR. Larvae (Chrvsooerla camca) 

Stgnalura 

Submitter 

•• 
• • .. 
• 

Status Nole 

own 

own 

own 

own 

k>wn 

Name ,~11 Tille Dale 

lrcn · · lli, Regulatory Manager 11 -13-02 
E!>A ru..,, 11.1,u•J~ J,•1171 Electronlc ana r ....- ,;.slons ava1iab 
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Paperwork Reducllon Act Nollca: Tht publlc reporling burden for t~ls collection of inlormatlo11 Is eslimated to average O 25 hours per response lor regislrallon aclivllles and O 25 hours per response for 
reragislrallon and special review acllvllies, including time for re.ding the lnsrrucllons and completing the necesury forms Send comments regarding the burden eshmafe or any olher aspect ol lhls collectlon of 
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DATA MA rRIX 

Dale November 13, 2002 EPA Reg No./flla Symbol 68467-0 I Page 9 of 13 

Appllc1nt'a/Reglslt1nr1 Name & Addrus Mycogen Seeds c/o Dow AgroScicnccs LLC Producl 
9330 Zionsville Road, Ind ianapolis, Jn 46268 Mycogcn Rrand Cry IF (synpro)/Cry I Ac (synpro) Construct 

281/3006 Collon 

Ingredient 8 .1. Cry IF (syn11ro) and Cry I Ac(synpro) and the J?.cnclic mateiial necessary 1111 its nmducticm in coll on 

Gulrle llne Reference Numtltr Guideline Sludy Nim• IA RID Numb er Submllter Status Nolt 

Efficacy of Crv IF/Cry I Ac Collon Ae.ainst a subr11illcd roday own 

Wide Range of Leoi,JoDlcran Pests 

Field Expression of Cry IF (synpro), Cry I Ac (synpw) suhmillcd toJav own 

and Phosphinothricin Acetvltrnnslt:rasc (PAT) 

Proteins in Tiansf?cnic Cotton Plants, O>llonseed, 

and Couonsced Processed Prc.:x.lucls; ancl 

Comoosirional Analysis of Couonseed and 

Cottonseed Processed Products 

Molecular Characterizalion of Crv I f(synpro) suhmillcd today own 

Transgenh.: Collon Event 281 -24 216 
• • • ••• 

Molecular Chai acteri , ation of Crvl r (svnnro)/ • • sulil~ille~ toduv ••• own 
• • • ; .. 

• Cry I Ac (synpro) Stacked Trnnsl!cnk Collon • • • ••• 

Linc 281-24-23&'3006 210-23 
• • • • -- ... •• 

Expression of the Partial PAT Open R~cfind :rtmc ! .-uhn; llct! toJiy • • ()WO 
• • • • • • •• • • •• 

I in D.t. Cry IP Cotton E,•ent 281-24-23~ • • • • 
Signature 14,1 0 llame andlltle Dalt 

Jrene Galli, Rcl?lllatorv Manager 11-13-02 " - -
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DATA MA.TRIX 
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Mycogen Brand Cry IF (synpro)/Cry I Ac (synpm) Construct 

281/30()6 Collon 

1ng1edlen1 B.l. Cry IF (syn pro) and Cry I Ac(,;ynpm) ,md the l!Cncl ic nrntcrial net:essary fo1 its Ill o<luctio11 in cull on 

Ouldell/18 R1l11tnet Number Ouldel n1 Study Name IARIO >lu111ber Submit111 Status Hole 

CrylF(synpro) ICP and CrylAc(synpto) i,ul,millcd today own 

ICP. Die1ary TPxici1y 10 Pai asicic I lymenoptelll 

(Nasonia vitripennis) 

Cry IF (svnoro) and Ct ylAc (synr110} Jnsct:tidcJal ~uhmillcd lodriv IOWn 

Crystal Pmlcins: An J\culc Toxicity Stu<ly with 

the Daplrnid, Daphnia Maitnn Strous 

Fish Food Containing IO'l Collon Meal Prc11a1 c<l s11h111i11cJ toduv ()WII 

r,om Collon SeeJ CXPfCSsin_i:t U.1. Ct y IF and Ct y I Ar:. 

Proteans: An 8-0ny Dietary Toxicity Study with the 

Rainbow Trout, Oncorhynchus m~·I,; iss Walhaum ! ! •••• 
••• •• • 

Assesmem of Chronic Toxicity of Dic1s ContaininA ! f:ih01i11e¢tucJay >WO .. . .... 
Cry IF aml Cry I Ac Microbial Protein, Lvonhilitcd 

Cry) Ac Coeton Leaf Tissue or PSCl~ C:or.(t1,1l • ••• . • •• •• 
_. . . . 

Couon Lear Tissue tu Collemhola (F<~:iornru ! • ! 
• • . 

• • • • • • •• • • •• -
I cam.Iida) 

Slgniture Name Hd TIiie Dall 

EPA F ... m ~.JfU•J111•1111 .. ,v,nvmv ■ 1111 r~trsloru 1valla 
lren ~ Iii, Reiulnrory M,mn~er 11 • 13-02 
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Paperwork Reduction A.cl Nollc8: The pobllc reporti119 burden for lhls coUeclion of inrormalion is esllm a led ro average O 25 hours per response ,o, re11islratlon activilies and 0.25 hours 9er response !or 
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OATA MATRIX 

o;re November 13, 2002 EPA Reg No./Ftle Symbol 68467-G 
. - I Page 11 of 13 

-

Appllc&l\t's/Reglstrant's Name, & Address Mycogcn Seeds c/o Ouw AgroScicm.:.es LLC Produ~I 
9330 Zionsville Roacl, Indianapolis, In 46268 Mycogcn Brand Cry IF (syripm)/Cry lAc (synpro) Construct 

28113006 Collon 

t11gu1dlen1 B.l. CrytF (synpro) and Cry lAc(synpro) anti the genetic makri1tl necessary for its produc,ion in t:Ollon 

Guldeline Relerenu tfombu Guldelhn Sludy Ham& ~IRID 1411mbu Sulimt,rer Sla1us Hore 

,Product Durability Plan for Olllon Exr,ressin~ submitted llx.Jay own 

C1YIF and Cry1Ac lnscclicidal Cryslal l'rotcins 

from Ba<:illus lhuringiensis 

lm•esth:ations illto High-Dose Exprcssicm ol ~ubmillcd today own 

. Crv If and Cry I Ac Prolcins A.1?.ainst the Tuhaet:o 

BurJworm in Bt CoU<mLinc MXD 13 

lnves1igatiuns imo the Dose of Cry I Ac anll Cry IF sub111iucd loda)' k>wn 

Pcoleins in Dl Cotton Line MXD- 1.3 Against 

Oollworm . 

Field Evaluation of Non-Target AnhroporJ Effc<.:ls : • sutt ni11td totlay ~wn • ... •• • 
Qf Bt CoUon Line MXB-l 3 ·• • • • •• • • • • • . . - -

Inc.JcpernJenl J .ubo1·ntory Valic.Jalion of Method suhmiucd t<l(lay ()Wll 

GRM 02.12, "Delcrminalion ofCry1 f:"l:-sfiiC1k:illal , • , ... • •• •• • • •--
• • • • • • ; .. • • • • Crystal Protein in Colton Tissues by E11ty~• • • • • • • •• ~ 

-

I Linked lmmunosorbcnt Ass.av" 
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rertgl1t1at1on and spacial review 1ctlvllln, lncludlng time lor 11,dlng thl lnshucU011s and compl;illng lhe necessary forms S81ld comments regarding Iha bu1den utlmale 01 any other aspect ol lllls coll,ctlon of 
lll lo1m11lon, IRcludln1 suggestion, for reducing lhe burden to· Director, OPPE lnlo1mahon Management Oltlslon (~137), US. Environmental Protection Agency, •ot M Street.S W. Washington, DC 20460 . Oo not 
send lhe form to 1h111ddru,. 

DATA MATRIX 
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Applic1n1'1/R1glslr1nt'1 Nlfl'II, Addreu Mycogen Seeds c/o Dow Agro.Sciences LLC P 1oduc1 

9330 7..ionsvillc Road, hlllianapolis, In 46268 Mycogen Brand Cry IF {synpro)/Cry l Ac {synpro) Construct 
281/3006 Cotton 

lngradlenl B.l Cry IF {synpro) and Cry I Ac(synpro) anti the genetic material necessary for its prodm.:tion m collon 

Guldellne Rat111nu Number Guideline Study Name I.IR JO tlumbar Sub111 llftr s111111 Nola 

Independent J.nboratory Validation of Method !>Ub111it1etJ today own 

ORM 02.11, ~Detennination of Cry I Ac 

Insecticidal Crystal Protein in C:01101117!.sucs by 

En1.ymc Linked l111munosocbent As,;ay'' 

Development and Characte, i1.Ution of En~ynic ~ubmittc<l today own 

Linkctl lmniunosorbcnl Assay (l!l .1S/\) for the 

Detection of Cry IF Prolein 

Development and Chw acteriz.:ition of Enzyme submitted today k>wn 

Linked-lmmunosorbcnl Assay (ELISA) for the 

Detection <1f Cry I Ac Protein • A - ·-· . . • • 
Ecolo~cal Risk of Cotton Expressing Cr., IF ••• ~6i1it1i<ltoday • • own . . ; . 

and Cry I Ac lnseclicidul Crystalline Proteins to • •• 

Non-target, Benel1ciol, and Endanger•~ i.1sc111s • ••• • •• •• 
• • • • . 1• 

2002 field Survey to Evaluate ErlcclS 101 blo0-1D11-1tt : :.11b111iuc« 1<11J 1y • • >WO . . • • • 
J Beneficial Arthropods uf Cry IF/Cry I Ac Jlt 

Signature Hame ud T,de 011, 

~,,/. - ---...... Irene r.aui, Rel!ulato_ry Man1u?.cr 11 - 13 02 
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Form Apprond OM B No. 2070·0080 

,·~ UNITED STATES ENVIRONMENTAL PROTECTION AGEN CY 

(~ 401 M Street , S.W . 
WASHINGTON , O.C. 20460 

Paperwork Reduction Act Nollce· Th1 pubhc reporhng burden 101 this collecllon ol l11lorm11lon is esllmaled to aveiage 0.25 hours per ruponse for 11g1s1rallon 1clivllies and O 25 hours per response lor 
re,eglslrallon ind 1pac1JI review actlvllles, Including tlina for reading the lostrvcllons and comp Isling Ille nec&uary forms . SenO comments regarding the burden ullmalt or anr olher upetl ol lllls collecllon ol 
lnlormallon, lncludlng suggestions lor raduclng the burden to: Oueclor, OPPE lnlo11111llon ltanagamen1 Division (2137). US . Environmental P1ot1clion Agency, 401 M Street, S W., Washington, OC 20-460. Do not 
send the lorm 10 this address. 

DATA MA TRIX 

Date November 13, 2002 EPA Reg NoJFilt Symbol 68467-G I Page 13 of 13 
Apphcant'slReglstrant't Mam, & Addreu Mycogen Seeds c/o Dow AgroSdenccs Ll.C P1oduc1 

9330 Zionsville Road, Indianapolis, In 46268 Mycogen Brand CtylF (synpro)/CrylAc (synpro} Construct 
28 1/3006 Collon 

tngredlot 8 .1. Cry If (synuro) and CrylAc(svnriro) and the genetic material neccsl>UfY for hs rm.xJuction in cottun 

Guld■ llne Atlerence Number Gullfellne Slucfy Na,ne IARIO Number S1Jbrnltlt1 Stt!U$ Note 

I Cotton MXB-13 

Colton Meal Preoare<l from Sect.ls Exprcssin!! :.ubmittcd today own 

CrylF(Synpro) onll Cry I Ac(synpro) lnsectiddnl 

Crystal Proteins: Avian Acure Dietary Test with U1c 

NortJ1em Dohwhitc 

In Vitro Simulated Gastric Fluid Oig~tibility isubmlned today own 

Study or Recombinant Ph()sr,h inothricin 

Acetyllrnnsferase (PAT) 

. . -·-• • • • •• •• .. 
• • .. •• 
• •• • •• 

•• • • •• ••• • •• ••• 
• • • • • • ; 

• • • • • • • • • • • . . . .. .. . . • • • • 
I 
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